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Summary 

Numerous federal, state, and local agencies share responsibilities for regulating the safety of the 
U.S. food supply. Federal responsibility for food safety rests primarily with the Food and Drug 
Administration (FDA) and the U.S. Department of Agriculture (USDA). FDA, an agency of the 
Department of Health and Human Services, is responsible for ensuring the safety of all domestic 
and imported food products (except for most meats and poultry). FDA also has oversight of all 
seafood, fish, and shellfish products. USDA’s Food Safety and Inspection Service (FS1S) 
regulates most meat and poultry and some egg products. State and local food safety authorities 
collaborate with federal agencies for inspection and other food safety functions, and they regulate 
retail food establishments. Other federal agencies also play a role. The Government 
Accountability Office (GAO) has identified as many as 1 5 federal agencies, including FDA and 
FS1S, as collectively administering at least 30 laws related to food safety. State and local food 
safety authorities collaborate with federal agencies for inspection and other food safety functions, 
and they regulate retail food establishments. 

The combined efforts of the food industry and government regulatory agencies often are credited 
with making the U.S. food supply among the safest in the world. However, critics view this 
system as lacking the organization, regulatory tools, and resources to adequately combat 
foodbome illness — as evidenced by a series of widely publicized food safety problems, including 
concerns about adulterated food and food ingredient imports, and illnesses linked to various types 
of fresh produce, to peanut products, and to some meat and poultry products. Some critics also 
note that the organizational complexity of the U.S. food safety system as well as trends in U.S. 
food markets — for example, increasing imports as a share of U.S. food consumptions and 
increasing consumption of fresh, often unprocessed, foods — pose ongoing challenges to ensuring 
food safety. 

Over the years, GAO has published a series of reports highlighting how food safety oversight in 
the United States is fragmented, and recommending broad restructuring of the nation’s food 
safety system. Similar observations are noted in a series of food safety studies by the National 
Research Council (NRC) and Institute of Medicine (10M), recommending that the core federal 
food safety responsibilities should reside within a single entity/agency, and have a unified 
administrative structure, clear mandate, and dedicated budget, and maintain full responsibility for 
oversight of the entire U.S. food supply. 

The 1 1 1 th Congress passed comprehensive food safety legislation with the FDA Food Safety 
Modernization Act (FSMA, RL. 1 11-353). FSMA is the largest expansion of FDA’s food safety 
authorities since the 1930s. Although numerous agencies share responsibility for regulating food 
safety, FSMA focused on foods regulated by FDA and amended FDA’s existing structure and 
authorities, and did not directly address meat and poultry products under USDA’s jurisdiction. 
Beyond these changes, some in Congress continue to push for additional policy reforms to 
address other perceived concerns about the safety of the U.S. food supply. 
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Background 

Americans spend more than $ 1 trillion on food each year, nearly half of it in restaurants, schools, 
and other places outside the home. 1 Federal laws give food manufacturers, distributors, and 
retailers the basic responsibility for assuring that foods are wholesome, safe, and handled under 
sanitary conditions. A number of federal agencies, cooperating with state, local, and international 
entities, play a major role in regulating food quality and safety under these laws. 

The combined efforts of the food industry and the regulatory agencies often are credited with 
making the U.S. food supply among the safest in the world. Nonetheless, the Centers for Disease 
Control and Prevention (CDC) reports that each year an estimated one in six Americans — a total 
of 48 million people — becomes sick from contaminated food foodbome illnesses caused by 
contamination from any one of a number of microbial pathogens. 2 Of these, an estimated 128,000 
cases require hospitalization and 3,000 cases result in death. In addition, experts have cited 
numerous other hazards to health, including the use of unapproved veterinary drugs, pesticides, 
and other dangerous substances in food commodities, of particular concern at a time when a 
growing share of the U.S. food supply is from overseas sources. These concerns, combined with 
the ongoing recurrence of major food safety-related incidents, have heightened public and media 
scrutiny of the U.S. food safety system and magnified congressional interest in the issue. 



The Agencies and Their Roles 

Numerous federal, state, and local agencies share responsibilities for regulating the safety of the 
U.S. food supply. Federal responsibility for food safety rests primarily with the Food and Drug 
Administration (FDA), which is part of the U.S. Department of Flealth and Human Services 
(HHS), and the Food Safety and Inspection Service (FS1S), which is part of the U.S. Department 
of Agriculture (USDA). FDA is responsible for ensuring that all domestic and imported food 
products — except for most meats and poultry — are safe, nutritious, wholesome, and accurately 
labeled. FDA also has oversight of all seafood, fish, and shellfish products. USDA’s Food Safety 
and Inspection Service (FS1S) regulates most meat and poultry and some egg and fish products. 

The Government Accountability Office (GAO) has identified as many as 1 5 federal agencies, 
including FDA and FSIS, as collectively administering at least 30 laws related to food safety. 3 
Appendix A and Appendix B provide a brief comparative look at each of these agencies and 
their responsibilities. State and local food safety authorities collaborate with federal agencies for 
inspection and other food safety functions, and they regulate retail food establishments. This 
organizational complexity, and trends in U.S. food markets — for example, increasing imports as a 
share of U.S. food consumption and increasing consumption of fresh, often unprocessed, foods — 
pose ongoing challenges to ensuring food safety. 

The text box below provides a comparison of FDA and USDA and other federal agencies’ 
responsibilities for food safety and related food quality and other requirements. 



1 USDA, Economic Research Service (ERS) food sales data. 

2 U.S. Department of Health and Human Services, Centers for Disease Control and Prevention, “Estimates of 
Foodborne Illness in the United States,” http://www.cdc.gov/foodbomeburden/201 l-foodbome-estimates.html. 

3 GAO, Federal Food Safety Oversight , GAO- 1 1-289, March 2011. 
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Comparison of Selected Agency Responsibilities for Food Safety and Quality 


Agency 


ResDonsibility 


Food and Drug Administration (FDA) 


• Food (but not meat) 

• Dietary supplements 

• Bottled water 

• Seafood 

• Wild game (“exotic” meat) 

• Eggs in the shell 


U.S. Department of Agriculture (USDA) 


• Grading of raw fruit and vegetables 

• Meat and Poultry 

• Eggs, processing and grading 

• Certifying organic production 


National Oceanic and Atmospheric Administration 


• Grading offish and seafood 


Environmental Protection Agency (EPA) 


• Drinking water 




• Pesticide residues 


Customs and Border Protection (CBP) 


• Front-line enforcement and referral 


Department of Justice (DOJ) 


• Law enforcement 


Federal Trade Commission (FTC) 


• Advertising 


Alcohol and Tobacco Tax and Trade Bureau (TTB) 


• Alcohol 


Source: CRS, as adapted by N. D. Fortin, Introduction to Food Regulation in the United States, Part 1, May 2008. 



The division of food safety responsibility between FDA and USD A is rooted in the early history 
of U.S. food regulation. Congress created separate statutory frameworks when it enacted, in 1906, 
both the Pure Food and Drugs Act and the Meat Inspection Act. The former addressed the 
widespread marketing of intentionally adulterated foods, and its implementation was assigned to 
U SD A’s Bureau of Chemistry. The latter law addressed unsafe and unsanitary conditions in meat 
packing plants, and implementation was assigned to the USD A’s Bureau of Animal Industry. This 
bifurcated system has been perpetuated and split further into additional food safety activities 
under additional agencies (for example, the Environmental Protection Agency, the National 
Marine Fisheries Service, and others) by a succession of statutes and executive directives. The 
separation of the two major food safety agencies was further reinforced when, in 1940, the 
President moved responsibilities for safe foods and drugs, other than meat and poultry, from 
U SDA to the progenitor of HHS, the Federal Security Agency. Meat inspection remained in 
USD A. There has been discussion over time regarding whether this dispersal of food safety 
responsibilities has been problematic, or whether a reorganization would divert time and attention 
from other fundamental problems in the system. 4 Figure 1 shows this history by providing a 
timeline of selected important dates for food safety in the United States. 



4 For a discussion of the history of federal food safety organization and of efforts to change it, see R.A. Merrill and J.K. 
Francer, “Organizing Federal Food Safety Regulation,” Seton Hall Law Review, vol. 31:61, 2000. See also National 
Research Council, Ensuring Safe Food From Production to Consumption, National Academy Press, 1998. 
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Figure I. Selected Important Dates for Food Safety in the United States, 1862-201 I 
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Toxic Substances 
Control Act 



Animal and Plant 
Health Inspection 
Service est. (APHIS) 



Food Safety and Inspection 
Service (FSIS) est. within 
USDA in current form 
Infant Formula 



Act of 1980 



Dietary Supplement 
Health and Education 
Actof 1994IDSHEA) 



Dept, of Education Organization Act 
signed into law, HEW becomes Dept, 
of Health and Human Services (HHS) 



Nutrition Labeling and 
Education Act of 1990 (NLEA) 

Sanitary Food 
Transportation Act 



FDA Modernization 
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Food Quality Protection 
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Federal Tea Tasters 
Repeal Act of 1996 



Public Health Security 
and Bio terrorism 
Preparedness and 
Response Act of 2002 
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Source: Compiled by CRS from various government and industry sources (see footnote 4). 



CRS-3 




The Federal Food Safety System: A Primer 



Over the years, GAO has published a series of reports highlighting how food safety oversight in 
the United States is fragmented, and recommending broad restructuring of the nation’s food 
safety system. 5 These GAO reports document examples where a number of federal agencies are 
responsible for some aspect of food safety or product quality, with limited coordination and also 
sharing of information, resulting in often overlapping and/or duplication of efforts. Similar 
observations are noted in a series of food safety studies by the National Research Council (NRC) 
and Institute of Medicine (IOM). 6 The NRC/IOM studies further recommend that the core federal 
food safety responsibilities should reside within a single entity/agency, and have a unified 
administrative structure, clear mandate, dedicated budget, and maintain full responsibility for 
oversight of the entire U.S. food supply. 



Food and Drug Administration 

FDA has primary responsibility for the safety of most (about 80%-90%) of all U.S. domestic and 
imported foods. 7 The FDA is responsible for ensuring that all domestic and imported food 
products — except for most meats and poultry — are safe, nutritious, wholesome, and accurately 
labeled. Examples of FDA-regulated foods are produce, dairy products, and processed foods. 
FDA also has oversight of all seafood and shellfish products, and most fish products. 8 FDA has 
jurisdiction over meats from animals or birds that are not under the regulatory jurisdiction of 
FSIS. FDA shares some responsibility for the safety of eggs with FSIS. FDA has jurisdiction over 
establishments that sell or serve eggs or use them as an ingredient in their products. 

As described in a memorandum of understanding between FDA and FSIS: 9 

FDA is responsible for implementing and enforcing the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 301, et seq.), the Public Health Service Act (42 U.S.C. 201, et seq.), the Fair 
Packaging and Labeling Act (15 U.S.C. 1451 et seq.), and parts of the Egg Products Inspection 
Act [21 U.S.C. §§1031 et seq .) . In carrying out its responsibilities under these acts, FDAconducts 
inspections of establishments that manufacture, process, pack, or hold foods, with the exception 
of certain establishments that are regulated exclusively by FSIS. FDA also inspects vehicles and 
other conveyances, such as boats, trains, and airplanes, in which foods are transported or held in 
interstate commerce. 



5 See, for example, GAO, Opportunities to Reduce Potential Duplication in Government Programs, Save Tax Dollars, 
and Enhance Revenue (GAO-1 1-318SP, March 2011); GAO, Federal Food Safety and Security System: Fundamental 
Restructuring Is Needed to Address Fragmentation and Overlap, GAO-04-588T, March 2004; and GAO, Food Safety 
and Security: Fundamental Changes Needed to Ensure Safe Food, GAO-02-47T, October 2001; GAO’s reports on 
Federal Food Safety Oversight (2011, 2008 and 2005). 

6 NRC/IOM, Enhancing Food Safety: The Role of the Food and Drug Administration, 2010 (National Academy of 
Sciences); NRC/IOM, Ensuring Safe Food from Production to Consumption, 1998; and NRC/IOM, Scientific Criteria 
for Safe Food, 2003. 

7 Estimated by backing out the reported 10%-20% of foods under USDA’s jurisdiction. The 20% estimate is based on 
information reported by GAO in "Revamping Oversight of Food Safety,” prepared for the 2009 Congressional and 
Presidential Transition, and appears to represent proportions of total spending for food consumed at home. The 10% 
estimate is based on data from USDA-ERS on U.S. per capita food consumption at http://www.ers.usda.gov/data/ 
foodconsumption/. See also DHS, “National Infrastructure Protection Plan: Agriculture and Food Sector Snapshot,” 
http://www.dhs.gov/food-and-agriculture-sector. 

8 FSIS was authorized to inspect farmed catfish products under a 2008 farm bill provision (P.L. 110-246, §11016), hut 
has not yet implemented the program. 

9 MOU 225-99-2001, http://www.fda.gov/aboutfda/partnershipscollaborations/memorandaofunderstandingmous/ 
domesticmous/ucml 17094.htm. 
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